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Recombinant DNA Advisory CommlUcc 
National In,tllutes of De.llh 

Building 31, CollfereJicc Room 10 
&thuda, Maryland 

December 9,1996 
Final Agenda' 

L 

I. Call 10 Order and Opening RemarksIWalters ..........................................•............ , 9:00 a.m. 

Tab 191 t (Pa.ge HIS?) 

n. Minutes orale December 4·5,1995 McetingIWalters, Uo;;.s ............................................ 9:05 a.m. 

Tab 1908 Minutes (Page 281) 

Ill. Overview ofl'roposcd AetionsIVannus ..................................•..•.............•........ 9:15 un. 

Tab 1903 
1904 
1911 
)912 
1915A 

Notice of Intent 
ConunenlB on !he Notice of Intent 
Proposed Aclions 
GuidclineslRedline &. Strikeout 
COIlllTlCJlIS on Proposed Actions 

(Page 2) 
(Page ?) 
(Page 1860) 
(Page 1901) 
(Page 2023) 

1915G CommentsIColi Genc.ys(Page 2112} 
191m Comments/FDA (Page 2114) 

IV. RAe Discussion of Proposed Actions ............................................................. 9:30 a.m. 

(CoJl'cc Drcak) ............................................................................... 10:15 a.m. 

v. Overview of NIH Guidelines Modifications/Knorr ........•........................•.........•...... 10:30 ... m. 

VI. Public CommettLollP,oposed A~i.ons ......................................................... '" 1t:00 ".11'\. 

VlI. RAC Recornmcndallons • .(}enel"berapy Policy ConfClenceTopica ...•..•... , .. " ...•...•...•........•. II :)0 a.m. 

(Lwu:h) ..•......•...•............•..•.......••....••.....••.••.......•..•.................•. 12:00 p.m. 

VIII. Dala Management .........•......•.........•........................................•......... I :[5 p.m. 
··Update onl"argeted Genetics Protocol #961 0·1 62/S1IIi1b, MotulSky, Samulskl 
--Updale on ORDA Submissions Since December 1 995/Smith 
--Overview of SIIfety Data Submiued Since De..:ember 1995/Smith 
.. QRDA Summary Shcel/Knorr 
.. Discussion: Data MaIIagcment-·Futlltll DitectiQnslSmiUl, Knon-
.. Update on OlU>A Gene Thenpy Relational DatabaseJPimon 

Tab 1906 
1907 
1909 
19)0 
1915C 

1915D 

ProlO<:ol List 
SIIfely Reports . 
Amendments 10 ProIO<:oIs 
Proloc()ls SuhmiUCd SincQ \2/95 
Dala Quc.stiollllliire 
Updalcd Protocol Ust 
OrkinlMolulsky Report 
Data Management Overview 
TaI'gelcd Genetics Rc&ponse 

(Page [83) 
(Page 202) 
(Page 331) 
(Page 339) 
(Page 2034) 
(l'oge2037) 
(Page 2056) 
(Page 2085) 
(Pl!4e 2089} 

19151' 

I AJllimcs on Ulis agenda are estimates. The actual time for consideration of an item m8y be earlier or later than 
indi~alCd. 

Data MlmlfraT$eted 
GCOctiC5 ReIP 112 (Page 2094) 



~. 
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(OJffcc Break) """"""',."." .. ,',." ..•... , ....•.......... , .....................••..•.• , 2:30 p.m. 

IX, Future Meeting DalcSlWaJlCrS .....•.......•..•.....• , ....•...•.....•...............• , . .., ... , .. , , • 4:30 p,m. 

'fa\) 1914 FutureMccting Dates/Marcb 6-7, 1997, NIH, 31/CR10 (Pagc2020) 

X, Adjoun,ulCuC!Waltcrs •. , , , •. , .•.•. , , ..... , •... , , •..•.••..• , •.•..•..• , , .•. , ..... , ., ... , .•... , •... 4:45 p,m. 

['YI •. 
Tab 1905 

1913 
191511 
1915E 

Publications 
Articles 
Articles and Publlcalioils 
National Dioothics Advisory Committee 

(Page 162) 
(Page 1956) 
(Page 2026) 
(Page 2091) 

19151 FY1IWoridwide Gene 
Therapy Rpl. (Page 21 15) 


